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1. I am one of the joint inventors of U.S. Patent Application Serial No. 
10/67 1,138, entitled "SOLID DOSAGE FORMS CONTAINING CAFFEINE" identified 
above. 



2. I have been employed h" \ . N '< < I v s cc V > 1 7 P>99. ir fee 
^ u ^ x ■<■ ^e cruv Staff 

Scientist and Principal Scientist My technical exper ience includes, but is not limited to, 
development of dosage form technologies, industrial pharmacy, retail pharmacy, and 
pharmaceutical materials; aim in particular, the formulation, scale-up, validation and 
commercialisation of new pharmaceutical mLo\s .uu >ui t >t.s 

3, I received a B.S. degree in Pharm i i Phiiaci Colfc 
! nc mccs <oo^ x orvunu sV ^ P si \ v 1 



'Pharmaceutics from University of the Sciences in Philadelphia. I am also a licensed 
pharmacist in good standing registered in the State of New Jersey. 

4. < 1 x \ s \ ^ j \ I no i 

i- n * <kt ition n v ( c > i K lo he r 1 mnuul mors 

of the present application. 

5. 1 wish to comment on the Uiucrenccs between the terms aaular" aad 
"granulated." These terms have various mo.uuugs wuhio , an of incmu ui pharmacy 
(e,g, pharmaceutics), which .may differ from definitions in other scientific art areas. In 
pharmaceutics terms, the term "granular" as used in the , o o» s o a tvpe of 

particle of a composition, \>Kd comr; ,so\ o ,e ; ^ \ o o -U n»e 

chemical), or one sole type of particle, often a sing alas a ) stallke particle of relatively 
'as jer p utfc t u c n sp « ?d to , povs ler torn < ta 1 e . the i n I, the term 
"granulation" refers to an agglomerate formed through compression or wetting of the 
surface (i.e., wet granulation) oenuhning ronkipk conrponenus in powder force often. 

>m v s nders or other materials, vfo liace oar-obie >d p'w 

particles and usually contains a disintegrate to enhance disintegration (thereby increasing 
the dissolution rate), Thus, the two terms are relate to different concepts. 

6. In the present application, the kveaiive d eludes caffeine ii • 
the form of uncoated ungranaiated particles, which have a granular morphology. That is, 
the particles are relatively pure chemically and have a larger particle size as compared to 
caffeine powder. It should be note*. a • dales 

7. hi addition, I note that in the Office Action, the issue, was raised as to the 

v s nducted 

8. T'c s „ - - o t indicates that the testing was measured by the United 
States Pharmacopoeia (USP), Type 11 Apparatus (Paddles) set at 50 rprn. The USP 



indicates that dissolution testing for drugs using Type II Apparatus (Paddles) is 
conducted at a temperature of 3?°C. 



true and that all statements mack on information and bzk< < c. - ikn ed to be true: and 

and the like so made are panishable by fine or hap s 1 - , : both, under Section 1001 
ot Tide U ot . ^ 1 a,, s vs t U t n - u , ^ t j i , statements may 
v\^\.'d v M< v v Issuing thereon. 



I declare further that all stater* 
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